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Washington, D.C.20503

26 March 1977

MEMORANDUM FOR: Executive Secretary, NFIB

SUBJECT: Proposed DCID 9/1 - "Guidelines for. Human Subject
B Research Within the Intelligence Community"

1. Attached is the Agency's summary evaluation of proposed
DCID 9/1 and a copy of the guidelines for human subject research
-which I-have approved for use within the CIA. Both were prepared
by the Agency's Human Subject Guidelines Working Group and should
be useful in preparing a revised Community directive.

2. I urge that particular attention be given to the subject
of human research which involves the use of clandestine resources
and/or which takes place outside the United States. In addition,
the final directive should also reflect the results of the current

: study of institutional review boards being conducted by the National
’ Commission for the Protection of Human Subjects of Riomedical and
Behavioral Research.

3. Any question about the Agency's comments or guidelines
STAT should be addressed to| L Office of Research and
STAT  Development, Directorate of Science and Technology

STAT

E. H. Knoche

Attachments:
CIA Evaluation of DCID 9/1
CIA Guidelines

C-1. /,Q/))
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MEMORANDUM FOR: Secretary, NFIB

SUBJECT : Proposed DCID 9/1 - "Guidelines for Humgn Subject
' Research Within the Intelligence Community"

Distribution:

STAT
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CIA EVALUATION OF PROPOSED DCID 9/1

Proposed DCID 9/1:

1. Contains errors of fact. The attachment . .
to the proposed DCID, which purports to summarize
key elements of the DHEW Human Subject Guidelines,
is found to be inaccurate and misleading when com-
pared with the actual DHEW guidelines, 45 CFR 46
(rev. 1 Oct 76).

2. Does not provide interpretation of 45 CFR 46
(rev. 1 Oct 76) where necessary to protect the inter-
ests of security or preserve the validity of experi-
mental procedures.

3. Does not incorporate restrictions imposed
on the Intelligence Community by E.O. 11905 with
regard to drug experimentation.

4, Adopts procedures that go beyond those
recommended by DHEW, the National Commission for
the Protection of Human Subjects of Biomedical and
Behavioral Research, and E.O. 11905.

5. Does not specifically indicate who is
responsible for protecting the rights and welfare
of human subjects at risk. Note that DHEW policy
(B 46.102 (a), (b)(2), (e)) places primary respon-
sibility on the institution which receives or is
accountable for the funds awarded in support of
the research activity.

6. Does not protect intelligence sources and
methods. It raises unnecessarily the question of
project sponsorship and does not consider the use
of clandestine resources.

Approved For Release 2004/02/19 : CIA-RDP80M00165A000500260004-8
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Exscutiva Registry

77-3/ 91;1/7/

26 March 1977

MEMORANDUM FOR: Deputy Director for Administration
Deputy Director for Operations
Deputy Director for Intelligence
Deputy Director for Science and Technology
General Counsel
Inspector General
Legislative Counsel
Comptroller

SUBJECT: Guidelines for Human Subject Research

Pursuant to Section 102 of the National Security Act of 1947,
Executive Order 11905, and National Security Council Intelligence
Directives, a policy is hereby established for the protection of
human subjects of research activities conducted or funded by the
Central Intelligence Agency.

1. Purpose

The purpose of this memorandum is to provide policy guidance to
assure that research involving human subjects at risk, conducted or
funded by the Central Intelligence Agency, will be in accordance
with:

a. ethical concerns for the preservation of human 1ife,
rights, and dignity,

b. all applicable statutes, applicable Executive Branch
directives, and applicable agency or department regulations,
and,

C. the procedures which are established to protect the
intelligence sources, methods, or data in research.

2. General Guidance

a. Protection of Research Subjects

(1) The Department of Health, Education and Welfare
(DHEW) Regulations (45 CFR 46 - Protection of Human Sub-
jects, revised 1 October 1976), portions of which include
recommendations of the National Commission for the Pro-

Approved For Release 2004/02/19 : CIA-RDP80M00165A000500260004-8
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tection of Human Subjects of Biomedical and Behavioral
Research, shall represent the minimum acceptable standards
governing the treatment of human research subjects.
(Attachment)

(2) Section 46.103(C)(5) of the DHEW Regulations pro-
vides that a basic element that contributes to informed
consent is the information given in response to an
individual's inquiries about research procedures. However,
this is not to be interpreted to require any answers or
information inconsistent with either experimental design
or security considerations.

(3) To receive funding from the CIA, an approved
assurance must be obtained from the DHEW/Office of Pro-
tection from Research Risks, by the organization pro-
posing to conduct the research effort.

(4) The organization conducting the research assumes
responsibility for: (a) compliance with 45 CFR 46 (rev.
1 October 1976), all applicable statutes, and those
Executive Branch directives and agency or department
regulations supplied by the CIA; and (b) providing
adequate protection for the rights and welfare of human
subjects at risk.

(5) Experimentation with drugs on human subjects
will, in addition, be subject to restrictions imposed
by E.O. 11905, section 5(d).

(6) If, in the judgment of the CIA, an institution
has failed materially to comply with the terms of this
policy statement with respect to a particular contract
or grant, the CIA may require that said contract or
grant be terminated in the manner prescribed in
applicable contract or procurement regulations.

b. Protection of Intelligence Sources, Methods, or Data

Only those individuals possessing appropriate security
clearances and signing secrecy non-disclosure agreements may be
provided with classified information appropriate to the research
study.

Approved For Release 2004/02/19 : CIA-RDP80M00165A000500260004-8
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3. Applicability

a. Data collected in the normal course or as a by-product
of approved administrative or operational actions, and there-
fore not subject to the policy guidelines stated herein, may
subsequently be made available for use in formal research
projects if adequate safeguards are provided to preserve
subject confidentiality. '

b. The procedures described in the preceding paragraphs,
- except paragraph 2a(5), apply to all human subject research,
involving U.S. persons at risk, funded or conducted by the
Central Intelligence Agency.

STAT

E. H. Knoche
Deputy Director of Central Intelligence

| Attachment

Approved For Release 2004/02/19 : CIA-RDP80M00165A000500260004-8
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CODE OF FEDERAL REGULATIONS
TITLE 45

PUBLIC WELFARE
DEPARTMENT OF HEALTH., EDUCATION, AND WELFARE
REVISED AS OF NOVEMBER 6, 1975:
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PART 46—PROTECTION OF HUMAN

SUBJECTS 3
{ Subpart A 4
4 Sec. > ]
i . 46.101 Applicablilty. 1

46.102 Pollcy.

46.103 Definitions.

46.10% Sub:in!ission of assurances.

- 46.105 ‘Types of assurances.

46.103 Minimum requirements for general

pssurances.

46.107 Minimum requlirements for speclal
assursnces.

46.108 Evaluation emnd disposition of assure
ances,

{Cont'a)

1
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Subtitle A—Dep!t. of Health, Education, and Welfare

Sec. :

46.109 Obligation to obtaln Informed con-
sent; prohtbition of exculpatary

: clauses.

46.110 Documentation of Informed consent,

46.111 Submission and certifcation of ‘ap-
pltactions and proposals, general
assurances.

' 46113 Submission and certification of ap-~

. plicatious and proposals, special
gssurances.

468.1123 Applications and proposals lace’i“f'
definite plans for involvement of
human sublects.

46.114 Applications and proposals submit-
ted with the intent of not invclve.
ing human subfects,

46.115 Evaluatlon and dispositlon of appli-
cations and proposals,

46.116 Cooperative nctivitias.

46.117 Investigationzl new drug
delay requirement.

468.118 Institution's executlive responcibility

46.119 Ins:iution's records: conf.denl‘nllt,.

46.120 Repor:s.

46.121 Eariy termination of awards: evalua-
tion of subsequent applicatiozns
and proposals.

46.122 Conditlops.

Subpart B—Additional Protections Pertalning to
Research, Development, and Related Activities
Invelving Feiuses, Prepnant Women, and Hu-
man In Vitro Fertiization

4€.231 Appllcablliity.

46202 Purpose.

45203 Deanttions.

46.204 Ethical Advisory Boarda.

46205 Ad<ittanalduties of the Institutionsl
Eeview Boards in conniecilon with
activitles Involving feluses, preg-
nant women, or human in viir
Tertiilzatton.

46208 General limitations,

46207 Activities directed toward pregrant
wormen as subjests,

€58.208 Activities directed toward fetuses in
utero 8s subjects.

46203 Activities direcied toward fetuses ex
utero, Includizng nonviabls Zetuses,
as subjects., .

48.210 Activities Involving the dead fetus,
fetal material, or the plscenta.

46211 Mod!ficatlon or walver of specific
requlrements.

Subpart C—General Provisions
46.301 Actlivities conducted by Depariment
employees.

Avrrorrtr: 5 U.S.C. 301; sec. 474(a), E8
Btat. 252 (42 US.C. 2301- -3(&)} unless other-
wise noted.

30-day

‘Subpart A

SOURCL: 40 FR 11854, Lfar. 13, 1875. Re-
deslgnated at 40 FR 33528, Aug. 8, 1975.

§46.101 Applicability.

(8) The regulations in this part zre
applicable to all Department of Health,

. (2) Safeguarding the rights
" fare of subjects at risk in astiy

§ 45.102

Education, and Welfare grants and con

tracts supporting research, development,
and related activities in which human
subjects are involved.

() The Secretary meay, from time to
time, determine in advance whether
specific programs, methods, or prcce-
dures to which this part is applicable
place subjects at risk, as defined in
145.103¢s). Such determinations will te
published as notices in the FeozraL Res-
sTter and will be included in an apgend dix
to this part.

§ 16.102 Policy.

ard wel-
vities sup-

rted under granis and centracts {rom
DHEW is primarnily the responsibility of
the institution which receives or is ac-
acccuniabie to DMEW for the funds

awarded for the support of the activity..

In order to provide for the adequata
cischarge cof this institutional respon-
sikility, it is the policy of DHZW that
no activity invelving hwmnan subjects to
ba supported by DHEW granis or con-
tracts shall be undertarxen uniess an In-
stitutional Review Board heas reviewed
and approved such activity, and the In.
stitution has submitted to DHEZW a cer-
tificaticn of such review and approval,
in accordonce with the requirements of
this par
(b} This review shall determine wheth-
er these subjects will be pleced at risx,
and, if r:sk is involved, whether:
(1) Therisksto the subject are :5 out-
weighed by the sum of the bernetit to the

- subject and the importance of the knowl-

edoe to ba goained os to warrant a decl-
sion to allow the subject to accept thase
risks;

(2) The rights and welfarz of any such
subjects will be adeguately protected;
and

(3) Legzlly effective informed consent
will be obtained by adequate and appro-
priate methods in accordance with thes
provisions of this part,

(c) Unless the activity Is covered by
Subpart B of this Part, if it {nvolves as
subjects women who could become preg-
nant, the Board shall also derermine as
part of its review that adeqt.ate steps
will be taken in the conduct of the o=
tivity to avoid involvement of women aho
are in fact prezgnant, when such activity
would Involve risk to o fetus.

(d) Where the Board finds rfsk !s in-
volved under parazraph (b) of thls SeC-
tion, it shall review the conduct of the
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§ 46103

activity at timely Intervals.

(e) No grant or contract involving
human subjects at risk shall be made to
an mdu.dua! uv1e< he is affliated with
g an instiuticn wihien ear

ard cons 'vcsu"*e reiponsiniity lor tne
/ gublects involved,

( (40 FR 11534, Mer. 13, 1975. Redesignated

and amxended at 40 FR 33528, Aug. 8, 1975}

§ 46.103 Definitions.

(a) “Institution” means any public or
private institution or agency (includin
Federal, State, and local governmeat
rgencies). .

(b) “Subject at risk” means any in-
dividual who may be exposed to the pos-
sibility of injury, including physical,
psychological, or social injury, 2s a con-
gequence of participation as a subject in
any research, development, or related ac-
tivity which departs from the application
of thosa established and accepted meth-
ods necessary to meet his neecs, or which
Increases the ordinary risks of caily hife,
including the recognized risks icherent
In a chescn occupation or field of =ervice.

{c) “Informed consent” means the
knowin r consent of an individual or his
lecally authorized representative, so sit-
uated as m te able to exercise {ree power
of choice without uncdue inducement or
any clement of force, {raud, decett, du-
xess, or other {orm of constraint or coer-
clon. The basic elements of infcrmation
necessary to such consent include:

{1) A fair explanation of the proce-
dures to be followed. and their purpcses,
including identification of any proce-
dures which are expertmental;

(2) A description of any attendant dis-
comforts and risks reasonably to be ex-
pected;

(3) A description of any beneﬁts rea-
sonably to be expected;

(4) A disclosure of any appropriate al-
ternative procedures that might be ad-
‘vantageous for the subiect:

{(3) An offer to answer any inquiries
concerning the procedures: and

(6) An Instruction that the person is
free to withdraw his consent and to dis-
continue participation in the project or
activity at any time without prejudice to
the subject.

(d) “Secretary” means the Secretary
of Health, Educatlon, and Weifare or
any other ofiicer or employee of the De-
partment of Health, Education, and Wel-
Iare to whom authority has been dele-
gated.

3

Title 45—Public Welfare

(e) *DHEW?"” means the Department
of Health, Education, and Welfare.

(f) “Approved assurance” rmeans a
document that fulfills the requirements
of this part and is approved by the Secc-
retary.

{g) “Certification"” means the oficial
institutional notification to DHEW in ne-
cordarice with the requirements of thals
part that a project or activity invelving
human subjects at risk has been reviewed
and approved by the institution in ac-
cordance with the “cpproved assurance”
on file at DHEW. )

(h) “Legally authorized representa- .
tive” means an individual or judicial or
other bedy ocuthorized under applicable
law to cansent on behalf of a prospective
subjecst to such subject’s participation in

the particular activity or precedure.

§ 46.104+ Submission of assurances,

(2) Recipients or prospective recip-
ients ‘ol DHEW support under a grant
or contract involving subjects at risk
shall provide written assurance accevta-
ble to DIIEW that they will cominly =
DHEW policy as set forth in this part.
Each assurance shall embcdy a state-
ment ol compitance with DXEW require-
ments for inizial and coniinuing Institu-

ionzl Feview Beard review of the sup-
paried activities: a set of lmplementing
guidelines, including identification of the
Hoard and a description ¢f its review pro-~
cedures; cr, in the-case of special ns-
surances concerned with single activie
ies or projects, a report of initial findings
of the Bazard and of its prcposed continu-~
ing review procedures.

(b)y Such assurance shall be executed
by an individual authorized to act for the
institution and to aoaume on behalf of
the instituticn the oblizations imposed by
this part, and shall be ﬂled in such form
ancd manner as the Secretary may re-
quire.

§ 46.105

fa) General assurcnces. A general gs-
surance describes the review and imple-
mentation procedures applicable to all
DHEV/ -supported activities conducted by
an institution repardiess of the number,
lacation, or types of its components or
fleld activities. General assurances will
be required from Institutions having a
significant number of concurrent DHEW -
supperied projects or activitles Involving
human subjects.

(b} Special assurances. A special es-
surance will, as a rule, describe those

Types of assurances.
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review and implementation procedures
applicable to a single activity or project.
A special assurance will not be solicited
or accepted from an institution ‘which

has on file with DHEW an sapproved-

general assurance.

§46.106 Dlinimum requirements for
general assurances.

General assurances shall be submitted
in such form and manner as the Secre-
tary may require. The institution must
include, as part of its general assurance,

tween each member and the Institution
shall be identified, ie., full-time em-
ploryee, part-time employee, member of
governmg panel or board, paid consuli~
ant, unpaid consultant. Changes in Board
membership shall be reported to DLW
in such form and at such times as the
Secretary may require,

(3) No member of 8 Board shall ba
Involved in either the initial or continu-
ing review of an activity in which he hos
a conzicting interest, except to provide
irformation requested by the Board.

implementing guidelines that specifically (4) No Board shall consist entirely of
provide for: _ persons who are oficers, empioyees, or
4/ (2) A statement of principlés which agents, of, or are otherwise asscciated
will govern the Institution in the dis~ witn the institution, apart from their
charge of its responsibilities for protecs- membership on the Board.
2 Ing the rights and weifare of subjccts. 3) No Board shall consist entirely of
3 This may inciude appropriaie exising members of a single professional group.
3 codes or declarations, or statements for- (6) The quorum of the Board shall he
mulated by the insutution itself. It is to .deﬁ}]ed. but may in no event e lesxs than
i be understood that no such principles a majority of the total membersaip duly
supersede DHEW poiicy or applicable  convened to carry out the RBoard's ree
law, sponsibilities under the terms of the ps-
(b) An Institutional Review Board or surance.
Board structure which %l conduct ini- (c) Procedures which the Institution
tial and continuing reviews in accord-  wiyy follow in its initial and continuing
ance with the DDHC)' outhined In 346,102 review of app]jcauons. propos?_ls' and
Buch Board structure or Board shall activities.
[ mect the follow:ng requirements: {d) Precedures which the Board will
: (1) The Boarcd must be composed of  follow (1) to provicde ndvice ard counsel
: Dot less than five persons With Varvit o activity cirectors .and investizators
i backgrounds to assure complete and ade- with rezard to the Board's actions, (2)
; Quate review of activities commonly con- 4 insure prompt reporiing to the Eoard
ducted by the Instiiution. The Board of proposed changes in an activity and of
must be suficiently qualified through the  ynanticinated problems invei g risk to
maturity, experience, and experuise of  gupjects or others, and (3 to insure that
3 its members and diversity of its member-  any such problems. incly ing adverse re-
2 8hp to insure respect for its-advice ard  petions to binlogicals, drugs, radloisotape
| counsel for saieguarding the rights and  Jabelled druzs, or to medical devices, are
welfare of humgxn susjects. In addition promptly reported to DIIZVY, ’
to passessing the pro-essional compe- (e) Procedures which the institution
| :fnce necessary to review specific activi- oo ronow to maintain an active and
3 es, the Boa_rd must b2 able to ascertain efective Board and to irmplement its
: the acceptability of applications and pro- rcL-ACC'r.n;xer‘th‘thi‘ons ple:
1 posals in terms of institutional commit- - e .
{ ments and regulations, applicable law, §46.107 Minimum requirements for
v standards of professicnal conduct and s+pecial assurances.
E practice, and community attitudes. The Special assurances shall be submitted
4 Board must therefore include persons In such form and manner as the Secre-
whose concerns are in these areas. tary may require. An acceptable special
(2) The Board members shall be iden- assurance shall: .
tified to DHEW by name: earned degrees, (a) Identily the specific grant or con-
i any; position or occupation; represent-  tract involved by -its full title; and by
] allve capacity; and by other pertinent the name of the activity or project di-
3 Indications of experience such as board rector, principal investizator, fellow, or
certification, licenses, ete, sufficient to  other person immediately responsible for
describe each member's chief anticipated  the conduct of the activity.
contributions to Board deliberations. Any (b) Include a stalement, executed by
; cmployment or other relationship be- an appropriate institutional offictal, in-
7 ) 4
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$ 46.108

dicating that the institution has estab-
lished an Institutional Review Board
satisfying the requirements of $46.106(b)

(c) Describe the makeup of the Board
and the training, experience, and back-
ground of its members, as required by
§46.106(b)(2).

(d) Describe in general terms the risks
to subjects that the Foard recognizes as
Inherent in the activity, and justify Its
decision that these risks are so oute
weighed by the sum of the benefir to the
subject and the imporzance of thie knowl-
edge to be pained as-to warrant the
Board’s decision to permit the subject
to accept these risks. .

(e} Describe the informed caonsent

procedures to be used and attach docu-
mentation as required by $46.110

(f) Describe procedures which the '

Board will follow to insure prompt re-
porting to the Board of proposed changes
in the activity and of any unanticipated
problems, involving risks to sublects or
others and to insure that any such prob-
lems, including adverse reactions to
blologicals, drurs, racoisctope labelled
drugs, or to medical devices are promptily
reported to DHEW,

(g) Indicate 2t what time intervals
the Board will meet to provice for con-
tinwing review. Such review must occur
no less than annuatly.

(h) Be signed by the individual mem-
bers of the Board and be endorsed by an
EPDropriate institutional offclal.

§ 46.108 Evaluntion and disposition of

HE3UTBNCES.

(2) All assurances submitted in ace
corcance with sas. 106 ancis$li¢=hall be
evaluated by the Secretary threush such
officers and emplorees of DIIEW and
such experts or consultants engaged for
this purpose as he determines to he ap-
propriate. The- Secretary's e,aluation
shall take into consiceration, among
other pertinent facicrs. the adequacy
of the proposed Institutional Review
Board in the light of the anticipated
scope-of the applicant institution's ac-
tivities and the types of subject popula-
tions lixely to be involved, the appro-
priateness of the proposed initinl and
continuing review procedures in the
light of the probable risks, and the size
and complexity of the institution.

(b) On the basis of his evaluation of
an assurance pursuant to paragraph (a)
of this section. the Secretary shall (1)
approve, (2) enter into negotiations to
develop a more satisfactory assurance,

Title 45—Public Welfare

or (3 disapprove. With respect ta ap-
proved assurances, the Secretary may
determine the period during which any
particular ‘assurance or class of nssur-
ances shall remain effective er otherwise
condition: or rastrizt his approval. YWith
Tespect t0 negotiations, the Secretary
may, pencing completion of nezatiations
for a general assurance, reguire an ine
stitution otherwise eligidie for such an
assurance, to submit special assurances.

§ 46.10% Oblization to obtain informed
conscnt; prohibition of exculpatory
clauses,

Any institution proposing to place any
subject at risk s obligated ta cbtain and -
documeant lezally eifective inforned con-
sent. No such informed ¢onsent, oral or
written, obtained under an assurance

-provided pursuant to this part shall in<
ciude any exculpatory lanzuaze through
which the sublect 1s made to waive, or to
appear to waive, any of his legal rights,
including any release of the irstitution
or its egents from Labuily for nezli-
gence.

§16.110 Documentalion of informed
consent.

The actual procedure utilized in ob-
taining lezally etfective informed con-
sernt and the basis for Institutional Re-
view Board determinations that the pro-
cedures are adequate and appropriate
shali be fuliy documented. The docu~-
mentation of consent will employ one of
the following three forms:

(a) Provision of a written consent
decurnent emtodying ail of the bastc ele-,
ments of infermed conseat. This may be
read to the subject or to his lezally au-
thorized representative, but in-any event
he or his legally authorized representa-
tive must Ge given adequate opportunity
to read it. This document is to be sicned
by the subject or his legally authorized
representative. Sample copies of the
consent form as approved by the Board
are to be retained in its records.

(b) Provision of a “short form” write
ten consent document indicating that

_the basic elements of informed consent
have been presented orally to the sub-
ject or his legally authorized representa-
tive. Written summaries of wnat is to be
said to the patient are to be appraved by
the Board. The short form is to be signed
by the subject or his legally authorized
representative and by an auditor witriess
to the oral presentation and to the sub-
Jecl's signature. A copy of the approved

5
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summary, annotated to show any addi--

tions, is to be signed by the persons
ofiicially ohtairir:z the ceonsent and by
the auditor witness. Sample ccpies of the
consent form arnd of the summaries as
approved by the Board are to be retained
in its records.

{c) Modification of either of the pri-
mary procedures outlined in paragraphs
(a) and (b) of this section. Granting of
permission to use modified preecedures
imposes additional responsitility upon
the Board and the institutlion to estab-
lish: (1) That the risk to any subject is
minimal, (2) that use of either of the
primary procedures for obtaining in-
formed counsent weuld surely invalidate
objectives of consicderable immediate im-
portance, and (33 that any rexzsonatle
alternative means for attaining these obh-

“Jectives would be less advantageous to

the subjects. The Board's reasons for
permitting the use of modified proce-
durcs must be individually and specifi-
cally documenrted in the minutes and in
reports of Board octions to the files of
the fnstitution. All such mocificatiors
showld be regularly reconsidered 2s a
function of contirnuiny review and as re-
quired for annual review, with decumen-
tation of reaflirmaticn, revision, or dis-
continuantion, as appropriate.
§46.111  Submiscion and certification of
szpplications and proporals, gencral
asmrances,

(2) Timcly retview. Any institution

having an approved generatl assurance .
shall indicate in each application or pro- -

posal for suppert of actvities covered
by this part (or in 2 sesarate document
submitted with such apzrlication or pro-

posal) that it has on file with DHEW

such an assurance. In addition, uniess
tho Secretary otherwise provides. each
such sapplication or proposal must be
given review and, when found te involve
subjects 2t risk, approval, prior to sith-
mission to DIEW, In the even® the Sec-
retary provides for the performance of
institutional review of an appiication or
proposal after its submission to DHEW,
processing of such application or pro-
poszl by DHEW will under no circum-
stances be completed until such institu~
tional review and approval has been
certified. Except where the institution de-

-termines that human subjects are not in-

volved, the application or proposal
should be appropriately certified in the

- spaces provided on forms, or one of the

following certifications, as approprlate,

$45.113

should be typed on the lower or rizht
hand margin of the page bearinz the
name of an oificial authorized to sign or
g:xcc.ute‘applicar.ioas cr proposals for tke
institution.

Human Subject3: Reslewed, Not at Rlsx,

(O -

(Dats)
Human Subjects: Reviewed, At Risk, Ap-
proved
(Date)

(h) Applications end proposals not c2r-~
tified. Applications and proposals not
properly certified, or submitted as not in-
volving human subjects and found by the
OpEraldig agency to 1avolve hwman sub-
jecis, will be returned to the instituticn
concerned.

§ 46112 . Su'bn{iuion and certification of
- applications und proposals, special
assurances.

(a) Except as provided In paragraph
(b) of this section, Institutions not have
ing an approved general assuranceeshall
submit 1 or with each application or
proposal for support of activities covered
by this part a separate special assurance
and certification of 1ts review and ap-
proval.

(b) If the Secretary so provides, the
assurance which must be submitted in or
with the application or proposal under
peragraph (a) of this section need sat-
sty only the reguiremienis of 546.107{s)
andiss.10200) Under such circums:ances,
processinz of such applicaticn or pro-
posal by DHIEW w:ili no: be completed
until & further assurance satisfying the
remaining requiremenis of $45.107 hes
been submitted to DIHEW.

(e) Anessurance and certification pre~
pared in cccerdance with this part and
approved by DIIEWVW chall be consicered
to have met the requirement for cer-
tification for the initial grant or contract
period concerned. II the terms of . the
grant or contract recommend additional
support perjods, each application or pro-
posal for continuation or renewal of sup-
port must satisly the regquirements ol
this section or 326.111 whichever is ap-
pliceble at the time of {ts submission.

§46.1123 Applications and  proposals
lacking definite plans for involve.
ment of hurnan subjects.

Certain types of applications or pro-
posals are submitted with the knowledge
that subjects are to be involved within

e
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the support period, but definilc plans for .

this Involvement would not normazally be
set forth In the application or proposal.
These include such activities as (a) in-
stitutional type grants where selection of
projects Is the responsibility of the in-
stitution, (b) training grants where
training projects remain to be selected,
end (c) research, pilot, or developmentel
studies in which involvement cdepends
upon such things as the compiection of
instrumnents, or of prior animal studies,
or upon the purification of compounds.
Such epplications or pro,,osa s thall be
reviewed and certified in the same man-
ner as more deflinitive epplications. or
proposals. The initial certification 1ndi-
cates institutional epproval ¢f the ap-
plications or proposals as submitted, and
commits the instituticn to iater review
of the plans »fien cempleted. Such later

review and certification to. DHEW should.

be completed prior to the beg:nning of
the budget perod during which actual
involvement of human subjects is to be-
gin. Review ard certfcation to DIIEZW
must i1 sny event be complewed prior
to involvement of human subjects.
£ 46.114 Applications and proposals
submiticd with the intent of not in-
volving human subjects.

Xt en application or proposzl does
anticipate iInvolving or intend to tnvolve
human subjects, no certification s..ould
be included with the Initlal submussica
of the application or proposal. In those
instances, however, when later it be-
comes appropiiate to use all or part of
ewarded funds for orne or more activities
which will involve sublects, each such
activity shall be reviewed and approved
in accordance with the assurance of the
institution prior to the mvc]vemnm of
subjects. In addition, no such nctivity
shall be undertaken until the inst tution

‘has submitted to DHEW. (a) A certiflca-

tion that the activity has been reviewed
end approved in accordance witihh this
part, and (b) a detailed description of
the proposed activity (including any pro-
tocol or similar document). Also, where
support is provided by project grants or
contracts, subjects shall not be ‘nvolved
prior to certification and institutional re-
ceipt of DHEW approval and, in the case
ol contracts, prior to negotiation and
epproval of an agmended comract de-
scriptlon of work."

§ 46.115 - Evaluation and disposition of"
applications and proposals.

(a) Notwithstand!ing any prior review,

»provel, and certification b the insti-
tutien all applications or proposals ine~
volving human suojects o.t risk submitied
to DIIZW shail ke E\-’] ated u}' the Sec-
retary for compliance nn this park
through such o::ce's and employees of
the Depariment and such exparis or con-
switants engaged for this purpose os he
determines to be appropriate. This eval-
uaton may take into account, arzoeng
ot"ﬂ' pertinent {actors, the apparen
ris to the subiects, the doquv"f of
p* '.ertzoq againil these risks, the poten~
tial benefits of the activity to the sub-
J(‘CvS nd to others, and t..- Importance
of ire knowledge o be gained.

(o) Disposition. On the tasls of hia
evaluation ¢f an aprlication or prososal
pursuant to paragragh 2l of this section -
and sub;e to such epprovel or Tecom-
mendation by or constliation with 8p-
preprizte coune:ls, cemruitees, or others
bodies as may be reguired by law. the
S-ﬂ:rc'ﬁ., shall (1) ap;rc}'.' . (2) defer
for further evalusiion, or (3} dizapprove
u:) cri of the proposed aclivity in whole
or in part. With respect 1o any approved
grantor contract, ithe Secrelary may im-
Fose conditions, inciuging restrictions on
the use of certain procedures, or cer tain
"‘“cc’ Sroups, o feguiring usze of spec-
ife '"’egu:rds or: wed consent pro~
cecures xhen in hiz judsment such con-
ditions are necessary for the protection
of human subjects.

§46.116 Cooperative activities.
Cooperative activities are those which
Involve insiitutions m addiilan to thea
granilee or prime con amci'- {such ns a
coniractor under a graniee or a subeorn-
tracior under a ,:m::.e conlraclor). If, in
suchinsiances, ihe grantee or prire con-

‘tracier o ::.:rs eccess 10 2ll or some of

the subjects invelved throu igh one or
more cooperating ".s.'"ut‘o*_s the btasic
DHZW policy applies and the grantee
or prime contr L.cLo'- remains responsible
for safeguarding the rizhts and wellare
of the subjects.

(a) Institution with approved generall
assurance. Initial and continuing review
by the institut! len may be cerrled out by
one or a combination of procedureas:

(1) Coopera m;, institution with ap-
proved general assurapce. When the co~
operating institution has an file with

T e S
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DHEW an approved general assurance,
the grantee or contractor may, in addt-
tion to its own review, request the co-
operating institution to conduct an in-

“dependent review and to report its

recommendations on those aspects of the
activity that concern individuals for
whom the cooperating institution hasre-
sponsibility under its own assurance to
the grantee'’s or contractor's Institutional
Review Board. The grantee or contractor

" may, at its discretion, concur with or

further restrict the recommendations of
the cooperating institution. It is the re-
sponsibility of the grantee or contractor
to” maintain communication with the
Boards of the cooperating Institution.
However, the cooperating institution
shall promptiy notify the grantee or con-

tracting institution whenever the co- .

operatitfy institution finds the conduct
of the proiect or activity within its pur-
view unsatisfactory.

(2) Cooperating institution =with no
approved general assurance. When the
cooperating institution does not have ar
approved general assurance on file with
DHEW, the DHEV may require the sub-
mission of & general or special assurance
which, if approved, will perrmit the
prantee or contractor to follow the pro-
cedure coutlined in the preceding sub.
paragraph.

(3) Interimstitutional jeint review. The
grantee or contracting institution may
v:ish to develep an agrecment with co-
operating institutions to provide for an
Institutional Review Board with repre-
sentatives {rom cooperating institutions.
Representatives of ccoperating institu-
tions may be appointed as ad hoc mem-
bers of the grantee or contracting in-
stitution’s existing Institutional Review
Board or, If cooperation is on a frequent
or continuing basis as between a medical
school and a group of afhliated hospitals,
appointments for extended pericds may
be made, All such cooperative arrange-
ments must be approved by DIIEW as
part of & general assurance, or as an
amendment to 8 general assurance. ..

(b) Inslitutions with special assur-

ances. While responsibility for initial and -

continuing review necessarily lies with
the grantee or contracting institution,
DHEW may also require approved as-
surances from those cooperating institu-
tions having immediate responsibility for
subjects,

i L5 e S A s S el o 2 2 2 e SR i B Ao
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If the cooperating institution has on
file with DEEW an approved general as-
surance, the grantes or contractor saall
request the  cooperating institution to
conduct its own independent review of
those aspects of the proiect or activity
which "m involve human subjecis for
whic ¢ has responsibiiity. Such a re-
quest 5‘1.1_1 be in writing and sbould pro-
vide for direct notiicatien ¢f the grant-
eé's or contracilor's Institutional Review
Board in the even t av the coorerating
institution’s BJard wads the concduct of
ine act.uty to be unsatisfactory. 1f the
cooperating instituticn dees not have an
approved general assurance on file with
DHEVW, it *'"ms' submit to DEZW a gen-
erzl or'special assurance which is cetler-

uned by DHEW to comply withthe pro-
visions of this part. :

§46.117 Igvestizational new drug 30-
day delay requirement.

Where an institutien is required to pre-
pare or o submit a ceriificaticn under
§6. nA' 126,112, 546 113 50 546,112 and the
aw atisn or prcv 3al invoives an in-
Z withun the meuan-
ing o. T: rco D.u; and Cosmeatic Act,

g shali be idenufied in the cer-
tification tobe:..er with a statement that
the 20-cay delay required by 21 CFR
212.1¢22t2) hias elapsed and the Food
and Drur Administration has not, prior
to expiration 2f such 30-day m.cr'.a!. re-
guested that the sponsor continue to
withhold or to restrict use of the drug
in human ..Lb,e'“ts or that the Food ang
Drug acmunistration.has waived the 30~
day delav regmrement: Providad, Rcice
ever, Thas in those C"SCS fn which the 39~
day. delay interval has neither expired
nor been waived, a s' ment shall be

fcrwarded o DHEW upon such expira-
L on or upon receipt of a waiver. No cer’-
tification shall be considered acceptable
until such statement has been received,

§ 16.118—Institution’s executive respon-
sibility.

pecific executive functions to be cen-

du cted by the institution -include policy
develop'nent. and promulgation and cofi-
tnuing indoctirination of persennel, Ap-
p'opr:ate acL...nls:ra‘we assistance and
supparz shall be provided for the Doard's
functions. Impiementation of the Board's
recgmmendations through appropriate
administrative action ang followup is a
condition o DHEW approval of an assur-

ance. Board epprovals, favorable actions,
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and recommendations are subject to re-
view and to disapproval or further re-
striction by theinsutution oflicials. Board
disapprovals, restrictions. or conditions
cannot be rescinded or removed except by
actionof a Board described in the assur-
ance approved by DIIEW.

§46.119 Institution’s records; confiden-
tiality,

(a) Copies of all docurnents p*e':c nted
or required for initial and continuing
review by the Institutional Review Beard,
such as Board minutes, records of sub-
ject's consent, transmitials on actions,
Instructions, and conditions resulting
frotn Board deiiberations addressed to
the activity direclor, are to be retained
by the institution, subject to the terms
and conditions of grant and contract
awards. )

{b) Except as otherwise provided by
Jaw information in the records or pos-

_ session of an institution acquired in con-

necticn with an activity covered by this
part, which information refers to or can
be identified with a particular subject,
may not be disclozed cxcept:

{1} With the consent of the subject or
his legully authorized representative; or

(2) As may be necessary for the Sec-
retary to carry out Lis responsibilities
under this part.

§46.120 Rceports.

Each institution with an approved as-
surance shall provide the Secretury with
such reports and other informution &s
the Secretary may {rom time to time
prescribe,

§46.121 Early termination of awardss
evaluation of subscquent spplications
and proposals.

(a) If, In the judgment of the Secre-
tary an institution bLias failed materially
to comply with the terms of this policy
with réspect to a particular DHEW grant
or contract, he may reqguire that szid
rant or contract be terminated or sus-
pended in the manner prescribed in ap-
plicable grant or procurement regula-
tions.

(b) In cvaluating applications or pro-
posals for support of activities covered
by this part, the Secretary may take into
account, in adcition to all other eligibil-
ity requirements and program criteria,

such factors as: (1) Whether the appli- .

cant or offeror has been subject to 2
termination or suspension under para-
graph (a) of this section, (2) whether

the applicant or offeror or the peorson
who would direct the scientific and tech-
nical aspects of an. activity has in-the
judzment of the Sccrccary faiied mate-.
rialiy to discharge his, her, or its respon-
sibility for the proyc""on of the rigshts
and welfare of subjects in his, her, or its
care (whether or not DHZWVY funds were
involved), and (3) whether, whare past
deficiencies have existed in discharzing
such responsibility, adequate s:ep; have
in the judzment of the Secreiary heen
taken to ehiminate these deflciencies,

§ 46.122 Conditions.

. The Sec*et:u-) may with respect to any
"rwt or contract or any class of gronts
or coniracts unpose additionzal cond:tions
prior to or at the uime of any award
when in his judgment such conditions
are necessary {or the prelection of
human subjects.

Subpart B—Additional Protections Pertain-
ing to Research, Development, and Re-
Jated Activities Involving Fetuses, Prege
rant Women, and Human In Vitro Fer-
tilization
Souvrcr: 49 FR 33528, Aug. 8, 1875, unlees

olherwise noted.

§46.201  Applicability.

(2) The regulationsin this subpart are
applicable to all Depariment of Mealth,
Education. and Welfare grants and con-
tracts supporiing researca. dﬂ.c'o,,ment
and reloted acuvities involving: 1y The
fetus, (2 pregnant women, a.Ad (3) hu-
man in vitro fertihization.

(b} Nothing in this subpart shall be
construed as indicaling that cor *pl'ance
with the procedures set.forth nerein will
in any way render i'mp*)l’cwb pertinent
State or local laws braring upon activi-
ties covered by this subpart.

(¢) The requirements of this subpart
are in zu.d“xon to those imposed under
the gther subpdris of this part,

§ 146.202 Purpose.

It Is the purposc of this subpart to
provide additional safeguards in review-
ing activities to which this subpart is
applicable to assure that they conform
to appropriate ethical standards and re-
late to important societal needs.

§ 46.203 Decflinitions.

As usad in this subpart:

(a) "Sccretary’ means the Secretary
of Health, Education, and Welfare and
any olher oficer or cmployee of the De-
partment of Health, Educatlon, and
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Welfare to whom authority has been
delegated.

(b) “Preznancy” encompasses the pe~
riod of time from confirmaticn of im-~
plantation until expulsion or extraction
of the fetus.

Ae) “Fetus” means the product of con-
ception from the time of implantation
until a determination is made, {cllowing
expulsion or extraction of me fetrus, that
it is viable.

(d) “Viable" as it permms to the fetus
means being able, after either spontane~-
ous or induced de]n ery. to surviy e (ziven
the benefit of available medical therany)
to the point of xx‘ccpenf' ently maintain-~
ing heart beat and respiration. The Sec~
retary may from time to time, tezing
zdvances, publish
GISTER guidelines to as-
sist in determining whether a f{etus is
viable for purposes of tius subpart. If a
fetus is viable after delivery, it is a pre-
mature infant.

(e) “"Nonviable fetus” means a fetus

in the FepeaaL R

exr utero which, although lving, is not -

viable.

(1) “Dead fetus” means a fetuser utero
which exhibits neither heartbeat, spon
taneous respiratory activity, sponmx.eous
movement of voluntary muscles, nor pul-
sation of the umbilical cord (if still
attacred).

(g) “In vitro fertilization"” means any
fertilization of hurman ova which cccurs
outside the body _.of a female, either
through admixture of donor human
sperm and ova or by any olther means.

§46.201 Ethical Adsvisory Boards.

‘{a) Two Ethlcal Advizory Boards shall
be establishied by the Secretary. Members
of these Boards shall be so selected that
the Boards wiil be competent Lo deal with
medical, 1zzal, socizl, ethizal, and related
Issues and may include, fo" c..‘.mple re-
search scientists, physicians, psvcholo-
glsts, soclologists, educators, lawyers, and

. ethicists, as well as representatives of
the general public: No board member
may be & regular, full-time employee of
the Federal Government.

of Health, Education, and Welfare

(b) One Board shall be advl':o v to the

Public - Health Service and its compo-
nents. One Board shall be adncor} to all
other agencies and components within
the Department of Health, Education,
‘and Welfare. :

(c) At thercquest of the Sccretary, the -

eppropriate Ethical Advisory Board shall
render advice consistent with the policles
and requirements of this Part as to elh-

“Board so establishes a class of

§ 45805

fcal issues, involving activities covered by
this subp"rt. raised by indivicual appli-
cations or proposals. In addition. upsn
request by the Secretary, the appropriate
Board chall render advice as to classes
of applications or proposals and general
policies. guicdelines, and procedures.

(d» A Board may establish, with the
approval of the Secretary, classes ¢f ap~
plications or proposals which: (1) Must
be submitted to the Board, or (2} need
not be submitied to the Board. VWhere the
“""UCR-
tions or nroposals_which must be sub-
mitied, no applicaticn or propesal within
the class may ke funded by the Depart-
ment or any conponent thereof u:*.m the

application or p"c::osal has been reviened
by the Board and the Board has ren dered
advice as two 1;.3 acceprability from-an
ethical standpoint. :

(e) No n'm cxt: on or proposal {nvolv~
ing human in vitro feriilization may pe
funded by the Depariment or any coin-
ponert thereo! until the a,mlxc:u.on or
prozesal has been reviewed by the Eth-
ical Aadvisory Board and the Board has
rendered advice as to 1ts acceprability
froman eumcal standpoint,

546.205 Additional duties of the Institu-
tional Review Hoards in connection
with activities imvohving fetuses, prep.-
nant women, or human in vitro fer-
tilization.

fa2) In a2ddition w the responsibiitties
pre;(:'mad for  Institutional Review

Boards under Subpart A of this part,
the applicant's or oileror’s Board shzll, -
with respect to activities covered by this
subpar:, carry out the following addi-
tional duties:

(1) Determaine that all aspects of the
activity meet the requirements of this
subpary;

(2) Determine that adeguate consid-
eration has been given to the manner in
v.'hich potential subiects will be seiected,

nd adequate provision has been made
Lythc n,)..ca:‘..‘,oro.le or for monitoring
the actual informed consent process (e.z.,
through such mechan:sms, when appro-
priate, as participation by the Institu-
tional Neview Board or subject advocates
in: (i) Oversecing the actual process by -
which individual coensents reguired by
this subpart are secured either by ap-
proving induction of cach.individual into
the activity or verifying, perhaps throuzh-
sampling, that approved procedures for.
induction of individuals into the activity

~are being followed, and (ii) monitoring

10
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§ 46.2048

the progress of the activity and interven-
ing as necessary through such steps as
5its to the activity site and continuing
evaluation to determine if any unantici-
pated risks have arisen) ; .
(3) Curry out such other responsibilf-
tles as may be assigned by the Sacretary.
tb) No award may te issued uncil the
£2pplicant or offeror has certified to the
Secretary that the Institutional Review
Board has made the determinations re-

quired under paragraph (a) cof this sec-

~ ton and the Secretary has abproved

-these determinations, as provided 'in
£46.115 of Subpart A of this part.

{c) Applicants or offerors secking sup-
vort for activities covered by this sub-
part must provicde for the desirnation of
an Instiiutional Review Board, subject
to dpproval by the Secretary, where no

such Board has been established under’

Subpart A of this part.
§ 46.206 Cencral limitations.

(a) No activity to which this subpart
is zpplicable may be undertaken uniess:

(1) Approprizte stucies on animals
£a¢ nonpregnant individuals have been
completed;

{2) 1Ixcept where the purpose of the activizy
s to xeet the health needs of the cather or
the prrifcular feiua, the risk to the fetus
§s xintzal and, fn a1l cases, {8 the least
possible rick for mchievizg the cbiectives

of the activicey.

(37 Ind{viduals engaged in the activ-
ity will have no part in: (i3 Any deci-
slons as to the Uming. method, and pro-
cedures used to terminate tne presnancy,
and Uy delermining the viability of the
fetus at the termination of the preg-
nancy; and

(4} No procedural changes which may
cause greater than minimal risk to the
fetus or the pregnant woman will be in-
troduced into the precedure for termi-
nating the pregnancy solely in the inter-
cst of the activity,

(b) No inducements, monetary or
otherwise, may be offered to terminate
pregnancy for purposes of the activity.

§46.207  Activities dirceted townrd preg-
nant women as subjects,

() No pregnant woman may be in-
volved &s. a subject in an activity cov-
ered by this subpart unless: (1) The
purpose of the activity is to meet the
health needs of the mother and the fetus

Title 45—Public Welfare

will be placed at risik only to the mint-
mum exient necessary to mee; such
necds, or (2) the risk to the fetus is rinle
mal. o :
(b) An actlvity permitied under para-
graph (n) of this section may be con-
ducted only if the mother and father are-.
legally competent and have given their
informed consent after having been fully
informed regarding possible |
the felus, excep: that the father's in-
forined consent nreed not be secured if:
(1) The purpecse of tne aguivity is to
meet the hédlth needs of the mother; (2)
his identity or whereabou’s cannot rea-
sonazbly be asceriained: «3) ne s not rea-
somadiy available; or (4) tke.pregnancy
resulted from rape. ’

§46.208  Activities directed toward fe-~
Aures in utero ns subjeets.

(2) No fetus in utero may ke involved
as a subject in any activity covered by
this subpart uniess: (1) The purpose of
the achivity Is to meet the health needs

{ the particular felus and tns fetus will
be placed at rise only W itne muiimum ex-
tent necessarv to meet suci
the risx to the fetus Imposed by the re-
search is mimmal and the pursose of the

o n {

183

acuvity is the deveiopmen
ant biomedical znowledze witch cannot
be cbianed by other means.

tb) An activity permitied under para-
graph {a) of this cection may be con-

. 4
-cucted only if the mother and father are

legaliy competent ard have given their

inforined consent. exXcepl thet the

father's consent need not be sevured if:

1) His {dentity or whereabouts éannot

reascnably be ascerta ned, ‘2) he is not

redsonably avallable, or (2) the preg-
nancy resulted from rape.

§46.209  Activities directed toward fe.
tuses ex ulero, including nonviable
fetuses, as subjects,

(2) No fetus ez u!cro may be Involved
as a subject in an activity covered by tlids:
subpart until it has been ascertained
whether -the particwlar fetus is viable,
unless: (1) There will e no added risk
to the fetus resulting from the activiry,
and (2) the surpese of the achivity sty
development of jmportant biemedical
knowledge which cannot be obtained by
other means. .

tb) No nonviable fetus may be in-
volved as a subject in an activity covered
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Subtitle- A—Depl. of Heclth, Education, and Welfare

by thls subpart unless: (1) Vital func-
tions of the fetus will not be artificially
meintained except where the purpose of
the activity is to develop new methods
for enabling fetuses to survive to the
point of viability, (2) experimental ac-
tivities which of themselves would ters
minate the heartbeat or respiration of
the fetus will not be employved, and (3)

.the purposeof the activity is the develop-

ment of important biomedical knowiedps

“which cannot be outained by other means.

(¢) In the event the fetus ex utero is

- found to be viable, it may be included

#s a subject in the activity- only to the
extent permitted by and in accordance
with the requirements of other subparts
of this'part. :

(d) An activity permitted under para-

- graph (a) or (b of this section may be

conducted only i tiie mother and father
are lepally competent and have given
their informed consent, except that the
father’s informed consent necd not be
secured if: (1) his identity or where-
abouts cannot reasonably be ascertained,
(2) he is not reasonably available, or (3)
the pregnancy resulted {rom rape.

§ 46.210  Activities insvolvinz the dead
fctus, fetal material, or the placenta,

Activities Involvirg the dead [fetus,
mascerated fetal material, or cells, tis-
sue, or organs excised from a dead fetus
sha!l be conducted on!y in accordance
with any applicable State or local laws
regarding such activities.

§46.211 DModification or waiver of spe-
cific requirements. .

Upon the request of an applicant or
offeror (with the approval of its Institu-
tional Review Boardy, the Secretary may
modify or waive specific requirements of
this subpart, with the approval of the -
Ethical Advisory Board after such oppor-~
tunity for public comment as the Ethical
Advisory Board considers appropriate in
the particular Instance. In making such
decisions, the Secretary will consider
whether the risks to the subject are so
outweighed by the sum of the benefit to .
the subject and the importance of the
knowledge to be gained as to warrant
such modification or waiver and that
siich benefits cannot be gained except
through a modification or waiver. Any
such modifications or walvers will be pub-
lished as notices in the FepERAL REGISTER,

§50.2

Subpart C—General Provisions

§ 46.301 Activities conducted by Depart-
ment employees.

The regulations of this part are anpif-
cahle as well to all research, development,
and related activities eonducted by em-
ployvees of the Department of Healih,
Education, and Weillare, excert that each
Principal Operating Component head

may adopt such non-substantive proce-

tural modifications as may be appro;‘)ri—
ate from an edministrative standpoint.
[40 FR 33330, Aug. 8, 1975] . :
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